Great Ships

Initiz

GREAT SHIPS INITIATIVE (GSI)

TECHNICAL SYSTEMS AUDIT CHECKLIST FOR SAMPLES COLLECTED DURING INTAKE

Purpose/Scope of Audit:

Brief Description of Audit:

Auditee:

Audit Location:
Auditors:
Audit Dates:

GS! Research, Development, Testing, and Evaluation (RDTE) Facility Technical Systems
Audit ,

Audit of sample labeling, collection, transport, and analysis at the GSI RDTE Facility
during performance evaluation of the Siemens SiCURE Ballast Water Management
Systeﬁ%(luaﬁty system documentation will be reviewed. A procfdural audit
will be conducted to verify that the technical aspects of this project are being performed
according to GSI standard operating procedures.

GSI scientists

RDTE Facility {Superior, Wi)

Kelsey R. Prihoda, GS! Assistant Quality Assurance Manager

Monday, September 21, 2009

SAMPLE BOTTLE LABELING, SAMPLE COLLECTION, AND SAMPLE TRANSPORT TO UWS

SampLe TesTID: 09-51-7F LD ( aboleot oty 21809
Relevant GSi SOPs: . .
GSI/SOP/G/RA/SC/3 ~ Procedure for Labeling Samples Collected at the GSI Land-Based RDTE Facility (DRAFT)
GSI/SOP/LB/G/0O/5 — Procedure for Injecting Organisms and Solids into the GSI Land-Based RDTE Facility
GSI/SOP/LB/RA/SC/3 — Procedure for Algae/Small Protozoa Sample Collection

GSI/SOP/LB/RA/SC/4 — Procedure for Microbial Sample Collection

GSIl/SOP/LB/RA/SC/6 — Procedure for Zooplankton Sample Collection

GSI/SOP/LB/RA/SC/3 — Procedure for Collecting Physical/Chemical Data and Samples at the GS/ Land-Based RDTE
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COMMENTS OR OBSERVATIONS DURING FiLL AND SAMPLE COLLECTION:

SAMPLE ANALYSIS
SAMmPLE TesT ID: 09-SI-7F

QUALITY SYSTEM DOCUMENTATION

. AUDITQUESTIONS _RESPONSE | COMMENTS
1. Isthere an approved Quality Assurance Project Plan for P Therc (s a BE FT4
the overall project and has it been reviewed by all / f?a‘g-‘ Eﬂz‘ii&fg 15 a‘:jm ;
appropriate personnel? Hlas not beert rel/rendec]
2. isacopy of the current approved QA Project Plan / by all 4{@"’!"".“11’ Gtatf,
maintained near laboratory work station areas?
3. s the implementation of the project in accordance with /
the QA Project Plan? -
4.  Are there deviations from the QA Project Plan? Explain. /
5. Do any deviations from the QA Project Plan affect data /’
quality?
6. Are sample handling and storage procedures in \/;fm s I"%ﬁ?ﬂz‘;‘ ‘ﬂ?’c‘/‘(ﬂ
accordance with the QA Project Plan? ALLOVT o Wik ST
7. Are written and approved current standard operating d‘f)‘zw vwytts Usitecl o Hlus
procedures (SOPs) used in the project? If so, list them » mved 7 @OPSW
and note whether they are maintained near laboratory - v 5 Lsfed {’mrc ou+
work station areas? 2N d‘"—; v add-
8. Are data/observations a i i argd T m '& [af
. ppropriately recorded in atd Wit Asd i stand Qum
laboratory notebooks/forms according to the QA Project == =
Plan (i.e., entries in ink, dated, initialed, corrections done
properly)? Are data contained in bound, well-labeled
notebooks or three-ring binders?
9. Do supervisory and/or QA personnel inspect laboratory » waZMd Wil ﬁ@&(
notebooks/forms on a regular basis and initial notebook yd irofh,ff’:'ff fdtlar
after review? f@‘ﬁ ve o ot en “ Qjﬁ_‘
e " i Pl d wreen
10._Are paper records written in indelible ink? v %%}T;m rorcli n ﬂ‘ B
Additional Questions or Comments: cons cn cnclertf ‘”‘é
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CHEMISTRY
Relevant GS! SOPs: .
GSI/SOP/BS/RA/C/2 — Procedure for Determining Total Residual Oxidants (TRO) in Water
GSI/SOP/BS/RA/C/3 ~ Procedures for Measuring Organic Carbon in Aqueous Samples
GSI/SOP/BS/RA/C/6 — Procedure for Analyzing Total Residual Chlorine (TRC) Concentrations in Water

GSI/SOP/BS/RA/C/8 — Procedure for Analyzing Total Suspended Solids (TSS)

_ RESPONSE |

iiEasas Sreas

 AupQuEsTIONS |y | N NA | COMMENTS
1. Describe the analytical instrumentation. List the brand // Spectronat o b+ *d/ 5F
and model number for each instrument. - Orcon 2PHA ¥J0-%2
2. Are calibration and maintenance logs kept for the Yo ranintevani fo ,
instrumentation (e.g., balances and other equipment)? / ‘ﬂ%ﬁ&‘,{(@f&M’w&“{
3. Review the maintenance and operational records for the Calsbrddtilh dlrcHert or
equipment. Based on your findings, do all L~ :Pn?nm‘“( “p shueks, —
instruments/equipment appear to be in good operating v’
condition?
4. Are the manufacturer’s operating manuals readily / OPZ,V(U/*"‘A mduunals af
available to the instrumentation operators? %:a{‘fq . ws o+ RDTE
‘ 4 d Cld 4+
5. Describe the routine calibration procedure. / C%?/?f%/g%%%d r(/jf./ 2
6. Does the calibration documentation show that the
calibration procedures are being followed?
7. Do the calibration standards have the appropriate levels e
(i.e., bracket the samples to be measured)? d
8. What is the instrumentation calibration error according to’ A
the calibration documentation?
9. Are duplicate samples collected and analyses conducted // | post-teatraeded TRO[TRC
on at least 10% of the physical/chemical samples? apad (post-treat "’B‘g’g"‘[)gés,
10. Are reagent blank samples analyzed with each set of /* bﬁ;:’/‘“%éc{ wef,;ﬂ,() T
samples? .
11. Are a minimum of three and preferably more standards \/’ gzoc‘vu‘ stdl. clicrve For
required for standard curves? 6 amd TRe,
12. When applicable, do routine procedures that require y
standard curves bracket concentrations? v
13. When applicable, have analytical method detection limits //

been established and clearly documented?

Additional Questions or Comments:
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MICROBIOLOGY

Relevant GSI SOPs:
GSI/SOP/BS/RA/MA/1 — Procedure for Quantifying Heterotrophic Plate Counts (HPCs) using IDEXX’s SimPlate® for

HPC Method

KW:’W/ec/ C/a]fa\rwﬁf 23 OC%}MDZOUq. W/VP

GSI/SOP/BS/RA/MA/3 - Procedure for the Detection and Enumeration of Enterococcus using Enterolert™
GSI/SOP/BS/RA/MA/4 — Procedure for the Detection and Enumeration of Total Coliforms and E. coli using IDEXX’s

Colilert®
: |~ RESPONSE |
o _ aupiT QUESTIONS v | e A  COMMENTS
1. Are dupllcate sample analyses conducted on at Ieast 10% ‘// b d“f" s “""W"'w.

of the microbiology samples?

2. Are at least 10% of the samples counted by a second
qualified individual (i.e., QA count)?
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3. Arej blank samples analyzed with each set of /

4. When applicable, have analytical method detection limits \//
been established and clearly documented?
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PHYTOPLANKTON

Relevant GSI SOPs: KLV«‘-W(({ larta Whusts 190cto £M 0049 W

GSI/SOP/LB/RA/SA/1 ~ Procedure for Algae/Small Protozoan Sample Analysis
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| RESPONSE
| AUDIT QUESTIONS | YINTNAL COMMENTS
1. Were all data observattons and comments No errr corr e 6nS8. Jutn
appropriately recorded on the “Ballast Water Plankton /h'OV‘S —7 Zjﬁiﬁﬁ‘m"!‘“ ‘ w“"""
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2. Was sample assessment conducted within ~1-1.5 hours e 4041 all aym% ses
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ZOOPLANKTON

Relevant GSI SOPs: £ vren/zcl c/a)fa@h,&( -Ar 20 0ct. 200 9
e  GSI/SOP/BS/RA/C/2 — Procedure for Zooplankton Sample Analysis (DRAFT)
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